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21 CFR Ch. I (4–1–98 Edition)§ 524.1044f

(3) Conditions other than bacterial
infections of the bovine eye and infec-
tious keratoconjunctivitis caused by
Moraxella bovis may produce similar
signs. If conditions persists or in-
creases, discontinue use and consult
veterinarian.

[48 FR 41157, Sept. 14, 1983, as amended 52 FR
7833, Mar. 13, 1987]

§ 524.1044f Gentamicin sulfate,
betamethasone valerate topical
spray.

(a) Specifications. Each milliliter of
spray contains gentamicin sulfate
equivalent to 0.57 milligram of
gentamicin base and betamethasone
valerate equivalent to 0.284 milligram
of betamethasone.

(b) Sponsor. See Nos. 000061 and 051259
in § 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used in dogs in the treatment of in-
fected superficial lesions caused by
bacteria sensitive to gentamicin.

(2) For the treatment of infected su-
perficial lesions, the lesion and adja-
cent area should be properly cleaned
before treatment. Excessive hair
should be removed. Hold bottle upright
3 to 6 inches from the lesion and de-
press the sprayer head twice. One actu-
ation of the sprayer delivers 0.7 milli-
liter of the spray. The drug should be
administered with two spray actu-
ations 2 to 4 times daily for 7 days.

(3) If hypersensitivity to any of the
components occurs, treatment should
be discontinued and appropriate ther-
apy instituted. The antibiotic suscepti-
bility of the pathogenic organism
should be determined prior to use of
this preparation. Administration of
recommended doses beyond 7 days may
result in delayed wound healing. Ani-
mals treated longer than 7 days should
be monitored closely.

(4) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[50 FR 740, Jan. 7, 1985, as amended at 52 FR
7833, Mar. 13, 1987; 62 FR 10220, Mar. 6, 1997]

§ 524.1044g Gentamicin sulfate,
betamethasone valerate,
clotrimazole ointment.

(a) Specifications. Each gram (g) of
ointment contains gentamicin sulfate
equivalent to 3 milligrams (mg)

gentamicin base, betamethasone valer-
ate equivalent to 1 mg betamethasone,
and 10 mg clotrimazole.

(b) Sponsor. See 000061 in § 510.600(c) of
this chapter.

(c) Conditions of use. (1) The drug is
used for the treatment of canine otitis
externa associated with yeast
(Malassezia pachydermatis, formerly
Pityrosporum canis) and/or bacteria sus-
ceptible to gentamicin.

(2) For 7.5 or 15 g tube, instill 4 drops
of ointment twice daily into the ear
canal of dogs weighing less than 30
pounds, instill 8 drops twice daily for
dogs weighing 30 pounds or more. For
215 g bottle, instill 2 drops of ointment
twice daily into the ear canal of dogs
weighing less than 30 pounds, instill 4
drops twice daily for dogs weighing 30
pounds or more. Therapy should con-
tinue for 7 consecutive days.

(3) The external ear should be cleaned
and dried before treatment. Remove
foreign material, debris, crusted
exudates, etc., with suitable solutions.
Excessive hair should be clipped from
the treatment area. If hypersensitivity
occurs, treatment should be discon-
tinued and alternate therapy insti-
tuted.

(4) Corticosteroids administered to
dogs, rabbits, and rodents during preg-
nancy have resulted in cleft palate in
offspring. Other congenital anomalies
including deformed forelegs,
phocomelia, and anasarca have been re-
ported in offspring of dogs which re-
ceived corticosteroids during preg-
nancy. Clinical and experimental data
have demonstrated that corticosteroids
administered orally or parenterally to
animals may induce the first stage of
parturition if used during the last tri-
mester of pregnancy and may precipi-
tate premature parturition followed by
dystocia, fetal death, retained pla-
centa, and metritis.

(5) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[58 FR 38973, July 21, 1993]

§ 524.1193 Ivermectin pour-on.
(a) Specifications. Each milliliter of

solution contains 5 milligrams of
ivermectin.

(b) Sponsor. See No. 050604 in
§ 510.600(c) of this chapter.
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Food and Drug Administration, HHS § 524.1200b

(c) Related tolerances. See § 556.344 of
this chapter.

(d) Conditions of use—(1) Amount. One
milliliter per 22 pounds of body weight.

(2) Indications for use. It is used in
cattle for the treatment and control of
gastrointestinal roundworms (adults
and fourth-stage larvae) Ostertagia
ostertagi (including inhibited stage),
Haemonchus placei, Trichostrongylus
axei, T. colubriformis, Cooperia spp.,
Oesophagostomum radiatum, O.
venulosum (adults), Strongyloides
papillosus (adults), Trichuris spp.
(adults), lungworms (adults and fourth-
stage larvae) (Dictyocaulus viviparus);
cattle grubs (parasitic stages)
(Hypoderma bovis, H. lineatum); lice
(Linognathus vituli, Haematopinus
eurysternus, Damalinia bovis, Solenopotes
capillatus); mites (Chorioptes bovis,
Sarcoptes scabiei var. bovis); horn flies
(Haematobia irritans). It is also used to
control infections of gastrointestinal
roundworms O. ostertagi, O. radiatum,
H. placei, T. axei, Cooperia punctata, and
C. oncophora for 14 days after treat-
ment.

(3) Limitations. For use on skin sur-
face only. Do not treat cattle within 48
days of slaughter. Because a with-
drawal time in milk has not been es-
tablished, do not use in female dairy
cattle of breeding age. Drug has been
associated with severe adverse reac-
tions in sensitive dogs; therefore drug
is not recommended for use in animals
other than cattle. Consult your veteri-
narian for assistance in the diagnosis,
treatment, and control of parasitism.

[55 FR 50551, Dec. 7, 1990, as amended at 62
FR 38908, July 21, 1997; 62 FR 63271, Nov. 28,
1997]

§ 524.1200 Kanamycin ophthalmic and
topical dosage forms.

§ 524.1200a Kanamycin ophthalmic
ointment.

(a) Specifications. (1) The kanamycin
used conforms to the standards of iden-
tity, strength, quality, and purity pre-
scribed by § 444.30 of this chapter.

(2) The drug, which is in a suitable
and harmless ointment base, contains
3.5 milligrams of kanamycin activity
(as the sulfate) per gram of ointment.

(b) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(c) Conditions of use. It is indicated
for use in dogs in various eye infections
due to kanamycin sensitive bacteria. It
is used treating conditions such as con-
junctivitis, blepharitis, dacryocystitis,
keratitis, and corneal ulcerations and
as a prophylactic in traumatic condi-
tions, removal of foreign bodies, and
intraocular surgery. Apply a thin film
to the affected eye three or four times
daily or more frequently if deemed ad-
visable. Treatment should be continued
for at least 48 hours after the eye ap-
pears normal. For use only by or on the
order of a licensed veterinarian.

[40 FR 13858, Mar. 27, 1975, as amended at 53
FR 27851, July 25, 1988]

§ 524.1200b Kanamycin ophthalmic
aqueous solution.

(a) Specifications. (1) The kanamycin
used conforms to the standards of iden-
tity, strength, quality, and purity pre-
scribed by § 444.30 of this chapter.

(2) The drug, which is in an aqueous
solution including suitable and harm-
less preservatives and buffer sub-
stances, contains 10.0 milligrams of
kanamycin activity (as the sulfate) per
cubic centimeter of solution.

(b) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(c) Conditions of use. It is indicated
for use in dogs in various eye infections
due to kanamycin sensitive bacteria. It
is used in treating conditions such as
conjunctivities, blepharitis,
dacryocystitis, keratitis, and corneal
ulcerations and as a prophylactic in
traumatic conditions, removal of for-
eign bodies, and intraocular surgery.
Instill a few drops into the affected eye
every 3 hours or more frequently if
deemed advisable. Administer as fre-
quently as possible for the first 48
hours, after which the frequency of ap-
plications may be decreased. Treat-
ment should be continued for at least
48 hours after the eye appears normal.
For use only by or on the order of a li-
censed veterinarian.

[40 FR 13858, Mar. 27, 1975, as amended at 53
FR 27851, July 25, 1988]
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